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. Patient intormation C. Suspect medication(s)

1. Patient identifier |2. Age at time 1. Name (give labeled sutngh & mit/labeler, 1{ known)
ofevest: 47 oy #t TYLENOCL WITH L. '
2.2 o y CODEINE (unspecified) (ACETAMINOPHEN -
Date v2 PROPOXYPHENE (DEXTROPROPOXYPHENE)
in confidence of birth: 22/222/2? {Cont . )
B. \dverse event or product problem 2. Dose, frequeacy & route used 3.Therapy dates {if unknown, give duration)
. # 650 mg, prn, oral fromnte foc best exticnuie) :
1. (] Adversc event and/or D Product problem  (c.g., defects/malfur.ctions) ¥ 22/222/22
2. Outcomes attribeted to sdverse event N # 100 mg, oral
{check all that apply) (] disabitiry : _ M 2?/222/22
[ deats . 7] congenital anomaly :i D‘ﬁ [°élb!§&"f’8ﬂ) TREATMENT 5. :E‘venk lblte: after use
)  (meaytyn) (] required intervensioa to prevent . opped or dose reduced
(O tife-ducatening v permanent impairment/damage T PEIN #1 ] yes [Jro Ddoe?n'l
{X} bospialization - initial or prolonged [ other: T ey
Y. Date of [ Date of 6 Lot# (if known) 7. Exp. date (if known) il ro U 2:;7: '
eemt  22/227/722 U] tisrepot  09/20/00 - “ 8 Event reappeared after
tamardayyr) (moidayfyr) ’ ;2 pory reintroduction
3. Describe event or problem #1 [Jyes (o doesa't
Report received by McNeil Consumer 9. NDC # - for product problems only (if known) apply
Healthcare: abstract #161 from the 2000 # [Jyes [Jmo [ dogm
north American Congress of Clinical wply
Toxicology Annual Meeting of severe APAP 10. Concomitant medical products and therapy dates (exclude treatment of event)
hepatic and renal toxicity following post No Concomitant Products Use

operative therapeutic doses. According to
the abstract, a 47-year-old man presented.
with congestive heart failure. myocardial
infarction was ruled out, but the patient
had hepatic injury (ALT=94 IU/L, LDH=1611

1U/L) . The patient's social history. : ' S
included € to 8 beers daily and smoking. O©On

da{ %, CABPG was performed. The patient was

no

— ' ed, but was started on iron sulfate 325 | [!- Costactoflice-name/address (& miting site for devices) 2. Phone number
; mg three times daily. Post-operative R.W. JOHNSON PHARM. RES. INST. - -
medications include gropoxyp ene 100 ‘USA . ‘ p0B-704-4504
mg/APAP 650 mg, APAP 325 mg/oxycodone 5 mg DIV. OF ORTHO PHARMACEUTICAL 3. Report source
and APAP 325 mg/codeine 30 mg for pain_and CORP. (check all that apply)
APAP 650 mg grn fever. Daily post-op APAP 920 U.S. Route 202 ] forcign
was 2.6g, 3.%g, 3.9g, 3.99 and 1.3g on P.0. Box 300
post-op day S. The patient received a total Raritan NJ 08869 [J sty
of 15.6g. On pot-og day 5, hypotension and Usa ®] ticeraoure
disorientation developed. ALT/AST were 2613 ( Informing Unit )
U/L alixd 4838 U/L. Lactic acidosis, [ consumer
hypo? ycemia, pancreatitis, renal 21 health
insuificiency, and thrombocytopenia fessional
followed. APAP level B8 hoglr,s gfter the last || gy o by punslacrer DA # 85055 P
(Cont .) 09/15/00 [ user taciticy
5. Relevant westsNaboratory data, including dawcs j IND # 0 y
6. If IND, protocot # PLA mnﬁw
ore-t938 0 e O dismbutor
7. Type of report otc D other:
(check all that apply) . D yes

D S-day 15-day

O 10day [J periodic

8. Adverse eveat term(s)
HEPATOCELLULAR DAMAGE

1)
_ 2) HYPOTENSION
fnital ] follow-up # ___ 3) HYPOGLYCAEMIA
) 4) THROMBOCYTOPENIA
7 Other relevant Rislory, including preexisting medical coaditions  (c.g., allergics., race, 9. Mfr. report sumber S) RENAL FUNCTION ABNORMAL
pregnancy, smoking and alcobol use, hepatic/rena! dysfunction, etc.) PRIUSA2000009848 g; ACIDOSIS LACTIC

PANCREATITIS

Alcohol use, Smoking
History of he atic 1Rgury; 6-to 8 beers
daily and smoking; CABPG
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seat report to FDA
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3500A Facsimile coatributed to the evest.

CCN 9 0 27100



Indlvidua

gES P I{s!ts'r UsSA M ] Agproved by FDA sa 981195
i 1se by user-facilities fr s
3 and manufacturers for il;?ﬁs}:z 000009848
JATORY reporting et
- . a—— — - —‘o- —— ——
THE FOA MEDICAL PRODUCTS REPORTING PROGRAM Page 2 of = . PDA Use Outy
. Paticnt information
1. Patient identifier |2. Age attime 3 Sex 1. Name {give labeled strength & mit/labeler.
. of eveat: [ et e +s OXYCODONE (OXYCODONE)
i of
i or
. Date (] mate «¢ APAP WITH CODEINE (PANADEINE CO}
of birth:
¢ g R g .y N \ 2. Dose, frequency & romte used 3.Therapy dates (if unknown, give duration)
B. vdyverse event or product problem ] © 5 mg, oral e
1. D Adverse eveat and/or D Product problem  (c.g., defects/malfunctions) 3 2 ?/ 272 ?/ 22
2. Outcomes attributed to adverte event (] disabii #4 30 mg, oral " 22/222/22
{check all that apply) sabihity e ‘
D death . D congenital anomaty :JDHYR for use {indication) s E:nt ;ba!:::ﬂcr use
= ——— (] required interveation to p : 3t0pped or dote reduced
ife-threatening r i i 1d o N [2) yes o doesnt
v; L S PARIN D D D apply
hospitalization - initial or prolonged other:
(3 posp ad - - * [yes [J no [ doesmn
0 T A T Daol 6. Lot # (if known) 7. Exp. date (if known) apply
’ ev.e-lo i ’ this report el ’; 8. Event reappeared after
(me/daylyr) (maiday/yr) b ” reiatroduction
5. Describe event or problem " D yes D 0o El doesn't
9. NDC # - for product problems only (if known) apply
) yes no n't
D D D apply
10. Concomitant medicsl products and therapy dates (exclude treatment of event)
1. Coantsct office - name/address (& mfring site for devices) 2 Phone number
3. Report source
(check alt that apply)
D foreign
[:] study
N [ tierature
D consumer
[ beatth
4. Dste received by manufacturer | 5. professional
(motday/yr) (ANDA ¥ )
D user facility
6. Relevaat testa/laboralory data, including dates IND#» [} company
6. ITIND, protocol ¥ representative
PLA ¥
pre-1938 D yes D dismbutor
7. Type of report oTC D other:
heck all that appl
oty | e O
D D hd 8. Adverse event termy(s)
D 10-day D periodic
O midat O toltowvps ___
4
. relevant hstory, lncludieg preexisting medicsl conditions (c.g . allergies, race, 9. Mfr. report number ’ .
pregnancy, smoking and alcohol use, hepatic/renal dysfunctioa, etc.) s
E. Initial reporter
1. Name, address & phooe ¥ DSS
Submission of a report does ot constitute an 2. Health profcssional? 3. Occupati 4. {::‘!:::m?;_alr
that medical per 1, wser facility,
distribetor, manufacturer or product csused or O yes D oo D yes [ no D unk
3500A Facsimule coatributed to the event.
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Individual Safety Report

AR

Raritan NJ 08869
USA .

Continuation Sheet for FDA-3500A Form Page 3 of 3 _ Mifr. report # : PRIUSA2000009848
Date of this report : 09/20/00.

B. Adverse eveat or product problem

B.S Describe event or problem (Cont...)

dose was 15 mcg/ml. All cultures were negative. Liver biopsy showed centrilobulaf
necrosis. N-acetylcysteine was given for 17 doses. With aggressive supportive care this
patient recovered.

C. Suspect medication (Cont...)

Seq No. : 1
C.1 Suspect medication { : TYLENOL WITH CODEINE (unspecified) (ACETAMINOPHEN/CODEINE)

G. All manufacturers

8. Adverse event term(s)

8) HEPATIC CIRRHOSIS

Source of report (Literature):

Seq No. : 1

Author .
Journal title :

DSS
SEP 2 7 2000
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160 SURVIVAL AFTER MASSIVE INGESTION OF ACETAMINCPHEN PRESENTING A4S COMA
AND METABOLIC ACIDOSIS. , o

Rusyniak D, Dribben W, Furbee B, Kitk M. Indiana Poison Center, Indiana University School of Medicine, Clarian
Health Partmers, Indianapolis, IN :
Qiggjxg:Weplmtmmmuﬂdinicalmaﬁoassociawdwimmmiveweumin@movadoscrhuthmughaggrw-
sivesnppordvemmﬂwdinagoodwmmdspiteaoompﬁmwdcﬁnimlcowsc.CaseRmApmﬁmlmey
26-year-old female presented 12 hours afier ingesting approximately 125 grams of Extra-Strength Tylenol® comatose
with 2 GCS of 3. Vital signs included temperanire 35.6°C, SBP 60 sumHg, and HR 130/min. She was inmbared.
resuscimted with IV flnids and started on pressors. [nitial laboratory data revealed marked metabolic acidosis (pH 6.7,
bicasbonare 5 mmoi/L). renal insufficiency (creatinine 1.8 mg/dL), mild hepatotoxicity (AST 121 U/L, total bilirebin
0.7 mg/dL), and mild coagulopathy (INR 138, platelets 80,000/mm’). A 12-hour acetaminophen level was 1,148 meg/
mlL followed by an 18 hour level of 1328 meg/ml. Workap for other causes of metabolic acidosis (salicylntes, iron,
toxic alcobols) was negative. Despite treatment with IV NAC, the patient developed folminant bhepatic failare and
underwent a lZweek}bsp&m!eoumincluding:3weeksofvmdhnryazppun.p:olmpdhypomnsicn(10dgysof
norepinephrine, max 68 mcg/kg/min), CVVH for renal failure, episodes of complete heart block, pancreatitis with
Mmmmmms,wclbmwmmpmmwa
(treated with 27 units of PRBCs and 17 units of platelets), and coaguloperhy requiring 20 mits of FFP, She ¢
recovered and was discharged home with a normal nearological outcome and normal hepatic fonction. Conclysions:
Mwmmdmmmmmmmﬁcaddoﬁsmdmbdommemofmwm.
Daﬁuﬁhmmﬁcﬁﬂmmmtﬁawgsdngpoamod&pmmmmmw:mﬁw
care and without liver transplantation. :

Sa

161 SEVERE ACETAMINOPHEN HEPATIC AND RENAL TOXICITY FOLLOWING
POSTOPERATIVE THERAPEUTIC DOSES.

R Barkhart KK, Doaovan JW. The Pervisylvania State University, Hershey, PA ‘ ,

e\ Backgroond: Acetaminophen (APAP) is used to help control pain postop. We describe a paticat who had multigle
APAP orders with the potential to receive excessive in-hospital APAP. Our paticnt received <3.9 g/d (wual 15.6 g)
and developed severe hepatic and renal toxicity. Case Repoft A 47-year-old male presented with CHF. A MJ was raled
om.bumaewnhepadcmjwy,ALT%UlL.andLDHlGllUﬂ.SHindudedemIdandsmoking.Ouday
&CA.BPGwaspczfamed.Tbepaﬁentwusnotfeibu!wassmmdonimnmlfatemmgm.0npostop<hy5

. %mﬁwﬁemﬁondcvelopdALﬂASTwm%Bandd&SUll.lxticaddosis.hypoglycdnia.p:m
atitis, insufficiency, and thrombocytopenia followed. Postop APAP orders included propoxyphene 100 mg/APAP
650mg.APAP325mgloxycodoneSmg,andAPAP325mglcodeine30mgforpain.andAPAPGSOmgpmfcvm
Daily postop APAP was 2.6 g,3.9g,3.9¢ 3.9 8. and 1.3 g on postop day 5. An APAP level 8 hours after the last dose
wasISnmyuﬂ..Anadmmmnndncgative.whﬂeaﬁv&biopsyﬂwwedcmﬁlohlarmosis.mmetylcystdncwns
giveuforl7d0scs.Wimaggxssivemppo:ﬁvemtﬁspadmtmmvmmmmkammwm
wwﬂmmmmﬁd&mwadmhdﬁimmmdnjmy,mwm
hnlingandfudng,heavyMm,mwmwmmmbpmokmmmmpdmsfrom
xw:ivingatgldofAPAP.QmphumxymsﬁMﬁwfoﬂowingdnngm.Warmngﬂagsmhmecmumm 1t
phamnds:stocheckdow.hlomomm3pmdosasmseuzmp¢iemﬂm.ﬂmﬂy.hbdshvebemphcedon
alIAPAPpmdnsfrmnmemmnnmddispensh;gequipnwmmawmmnwmchkaepzﬁem'smulAPAPdodng.

162 HEMOLYSIS FOLLOWING ACETAMINOPHEN OVERDOSE IN A PATIENT WITH
GLUCOSE-6-PHOSPHATE DEHYDROGENASE DEFICIENCY.

Ruha AM, Selden B, Brooks D. Good Samaritan Regional Medical Center, Phoenix, AZ

Background: Patients with glucose-6-phosphate dehydrogenase (G6PD) deficieacy bemolyze when oxidant stress do-
mmmmmwmcfmymmmwwcmmm
patients. however, acetaminophen (APAP) is not considered one of them We describe acute hemolysis following a
large ingeston of (APAP) in a patient with unrecognized G6PD deficiency. Case Reporr: A 16-year-old African-Ameri-
can teenager, with previously undiagnosed G6PD deficiency, ingested an unknown amount of APAP, fluvoxamine, and
clomipramine in a suicide arempt. A 6 hour. APAP level was 680 mg/L. He received intravenous N-acetyleysteine

) DO  RECEIVED
SEP2 7 20008Ep 1 5 2000

GS&P

SEP 2 6 2000



